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XANAX’ Tablets 

(alprazolam, ) 

INDICATIONS AND USAGE 
Anxiety disorders, short-term relief of the symptoms of anxiety. and anxiety 
associated with d ion. Anxiety or tension associated with the stress of 
everyday life usually does not require an anxiolytic. Effectiveness for more 
than four months has not been established: periodically reassess the use- 
fulness of the drug for the individual patient. 

CONTRAINDICATIONS 

Sensitivity to XANAX or other benzodiazepines. and in acute narrow angle 


XANAX is not of value in treating psychosis and should not be used in lieu 
of appropriate treatment Patients receiving XANAX should be cautioned 
about hazardous occupations or activities me full alertness and also 
about simultaneous ingestion of alcohol or other CNS depressants. 

Benzodiazepines can cause fetal harm in pregnant women, hence women 
who may become nt sould be wamed. Avoid during the first tri- 
mester Withdrawal seizures have been reported upon rapid dose reduction 
or abrupt discontinuation. thus reduce dose gradually. (See Drug Abuse and 
Dependence and Dosage and Administration.) 
PRECAUTIONS 
General: \f XANAX is combined with other psyc 
consider drug potentiation. (See Drug Interactions.) Use the usual precautions 
in patients with renal or hepatic impairment and regarding prescription size 
in depressed and suicidal patients. In elderly and debilitated patients. use 
the lowest possible dose. (See Dosage and Administration.) Hypomania 
and mania has been reported in depressed patients. 

Information for Patients: Alert patients about: (a) consumption of alcohol 
and drugs.(b) possible fetal abnormalities, (c) operating machinery or driving. 
(d) not increasing dose of the drug due to risk of dependence. (e) not 
stopping the drug abruptly. Laboratory Tests: Not ordinarily required in other- 
wise healthy patients. Drug Interactions: Additive CNS depressant effects with 
other psychotropics. anticonvulsants, antihistamines, ethanol and other CNS 
depressants. Plasma levels of imipramine and desipramine are increased. 
Pharmacokinetic interactions with other drugs have been i 
can delay clearance of benzodiazepines. Drug/Laboratory Test Interactions: No 
consistent pattern for a drug or test. Carcinogenesis, Mutagenesis, Impairment of 
Fertility: No carcinogenic potential or impairment of fertility in rats. Pregnancy: 
See Warnings. Nonteratogenic Effects: The child born of a mother on benzo- 
diazepines may be at some risk for withdrawal symptoms. neonatal flaccidity 
and respiratory problems. Labor and Delivery: No established use. Nursing 
Mothers: Benzodiazepines are excreted in human milk. Women on XANAX 
should not nurse. Pediatric Use: Safety and effectiveness in children below 
the age of 18 have not been established. 

ADVERSE REACTIONS 

Side effects are generally observed at the beginning of therapy and usually 
disappear with continued medication. In the usual patient. the most frequent 
side effects are likely to be an extension of the pharmacologic activity of 
XANAX. e.g. drowsiness or lightheadedness. 

Central nervous system: Drowsiness. lightheadedness, j ; 
confusion. insomnia. nervousness. — dizziness. akathisia. and tired- 
ness/sleepiness. Gastrointestinal: Dry mouth, constipation. diarrhea. nausea/ 
vomiting. and increased salivation. Cardiovascular. Tachycardia/palpitations, 
and hypotension. Sensory: Blurred vision. Musculoskeletal: Rigidity and tremor 
Cutaneous: Dermatitis/allergy. Other side effects: Nasal congestion, weight gain. 


and — loss. 
Withdrawal seizures with rapid decrease or abrupt discontinuation. (See 


Warnings.) 

The following adverse events have been reported with benzodiazepines: 
dystonia. irritability, concentration difficulties. anorexia, transient amnesia or 
memory impairment. loss of coordination, fatigue, seizures, sedation, slurred 
oe jaundice, musculoskeletal weakness, pruritus. diplopia. dysarthria, 


nges in libido. menstrual irregularities, incontinence. and urinary retention. 


Paradoxical reactions such as stimulation. agitation. rage. increased muscle 
spasticity. sleep disturbances, and hallucinations may occur Should these 
occur discontinue the drug. 

During prolonged treatment. periodic blood counts. urinalysis, and blood 
chemistry analysis are advisable. Minor EEG changes. of unknown signifi- 
cance. have been observed. 

Liver enzyme elevations. gynecomastia and galactorrhea have been re- 
ported but no causal relationship was established. 

DRUG ABUSE AND DEPENDENCE 

Physical and Psychological Dependence: Withdrawal symptoms including seizures 
have occu ae discontinuance or rapid dose reduction of 
benzodiazepines.(See Warnings.) Dosage should be gradually tapered under 
close supervision. Patients with a hi of seizures or epilepsy should not 
be abruptly withdrawn from XANAX. iction-prone individuals should be 
under careful surveillance. Controlled Substance Class: XANAX is a controlled 
substance and has been assigned to schedule IV. 

OVERDOSAGE 

Manifestations include somnolence. confusion. impaired coordination. 
diminished reflexes and coma. No delayed reactions have been reported. 
DOSAGE AND ADMINISTRATION 

Dosage should be individualized. 

The usual starting dose is 0.25 to0.5 maid. Maximum total daily dose is 4 
mg In the elderly or debilitated. the usual starting dose is 0.25 mg two or 
three times daily. Reduce dosage ually when terminating therapy, by 
no more than 0.5 mg every three days. 

HOW SUPPLIED 
XANAX Tablets are available as 0.25 mg.0.5 mg and | mg tablets. 
CAUTION: FEDERAL LAW PROHIBITS DISPENSING WITHOUT 
PRESCRIPTION. 
THE UPJOHN COMPANY 
Kalamazoo. Michigan 49001. USA 
Printed in USA 
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